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OV Vién nén bao phim Sumatriptan 50 mg/100 mg

Eryeit”
=3 ThA = 1\

Poc kj huong dan sir dung trude khi dimg
Dé xa tam tay tré em
Théng bdo ngay cho bdc st hodc dugc sTnhitg tdc dung khdng mong muon gdp phdi khi sie dung thudc

THANH PHAN VA HAM LUQNG
MJi vién nén bao phim c6 chira:

Hoat chiit:

Vién nén bao phim Sumatriptan 50 mg:

Sumatriptan (dwdi dang Sumatriptan succinate) ....c..ccvvvvveveveeriveernernnnnn 00 Mg,
Vién nén bao phim Sumatriptan 100 mg:

Sumatriptan (duwéi dang Sumatriptan succinate)........cccecceeeveeereveesnnenene... 100 mg.

Ta dwoc viva dii: Anhydrous dibasic calcium phosphate, microcrystalline cellulose 102,
sodium bicarbonate, croscarmellose sodium, magnesium stearate, Colorcoat FC4WS — H
(thanh phén: hydroxy propyl methyl cellulose (5 ¢ps), hydroxy propyl methyl cellulose (15
cps), precipitated silica, dibutyl sebacate, talcum, titanium dioxide).

DANG BAO CHE

Vién nén bao phim Sumatriptan 50 mg: Vién nén bao phim mau tring, béng lang, khong

bong hay dinh chit, hinh tam giac (hinh triangle), hai mt khum, mt méit duoc dap chim

chir “HERA”, mét mit tron lang, canh va thanh vién lanh I&n.

Vién nén bao phim Sumatriptan 100 mg: Vién nén bao phim mau tring, bong lang, khong

bong hay dinh chit, hinh thoi (hinh diamond), hai mat khum, mot mdt dugc dap chim chir

“HERA”, mot mét tron lang, canh va thanh vién lanh lan.

CHI PINH

Sumatriptan dugc chi dinh dé diéu tri cap tinh cc con dau nira déu ¢6 hoiic khong c6 triéu

ching & nguoi 16m.

Han ché sir dung:

— Chi str dung khi d3 chin doan rd rang chimg dau nira dau. Néu bénh nhan khong déap
tmg khi dung sumatriptan cho con dau nira diu dau tién, can xem xét lai chan doan
chirmg dau nira dau trude khi ding sumatriptan dé diéu tri nhitng con dau tiép theo.

— Sumatriptan khong durgc chi dinh dé ngan ngira céc con dau nira dau.

— Chura xéc dinh tinh an toan va hiéu qué ctia sumatriptan d6i véi dau dau chum.

LIEU DUNG VA CACH DUNG

Liéu ding

Liéu khuyén cdo ciia sumatriptan 12 25 mg, 50 mg hodc 100 mg. Liéu 50 mg va 100 mg c6
thé ¢6 hiéu qua hon lidu 25 mg, nhung liéu 100 mg c6 thé khong c6 hiéu qua hon liéu 50
mg. Liéu cao hon c6 thé ting nguy co gdy ra tac dung khong mong mudn.
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Néu khong thuyén giam ching dau nira dau sau 2 gid udng sumatriptan hoic tai phat sau
khi c6 cai thién thodng qua, c6 thé dung lidu thir hai sau liéu dau tién t6i thidu 2 gio. Lidu
ding t6i da hang ngay 1a 200 mg trong 24 gio.

Str dung sau khi tiém sumatriptan

Néu chirng dau nira ddu quay tro lai sau khi diéu tri ban dau bing tiém sumatriptan, c6 thé

ding thém céc lidu sumatriptan (t6i da 100 mg/ngay) véi khoang cach giita cac lan ding

thudc it nhat 2 gid.

Chua xéc dinh tinh an toan khi diéu tri trung binh hon 4 con dau dau trong khoang thoi

gian 30 ngay.

Liéu ding cho bénh nhan suy gan

Néu cin phai diéu tri khi c6 suy gan nhe dén vira, liéu duy nhét téi da khong dugc vuot

qua 50 mg.

Cach dung

Ubng nguyén vién thude véi nude.

CHONG CHI PINH

— Bénh dong mach vanh (CAD) thiéu mau cuc bd (dau thit nguc, tién sit nhdi mau co
tim hodc thiéu méau cuc bd thim lang duge ghi nhin) hodc co thit dong mach vanh,
bao gdm dau thit nguc Prinzmetal.

— Hoi ching Wolff-Parkinson-White hoic rbi loan khéc lién quan dén réi loan duong
dan truyén phu trong tim.

— Tién sir dot quy hodc con thiu mau ndo thoang qua (TIA) hodc tién st liét nira ngudi
hodc bénh nén dau nira dau vi nhirng bénh nhan nay ¢é nguy co dt quy cao hon.

— Bénh ly mach mau ngoai bién.

— Bénh thiéu mau cuc bd & rudt.

— Tiang huyét 4p khong kiém soat duorc.

— Méi st dung thubc chira ergotamine (trong vong 24 gio), thudc loai ergot (nhur
dihydroergotamine hoic methysergide) hodc chét chii van 5-hydroxytryptamine (5-
HT1) khac.

— Phéi hop véi chét irc ché monoamine oxidase (MAQ) — A hoic gan day (trong vong 2
tuan) co sir dung chat rc ché MAO — A.

— Qué man vdi sumatriptan (da quan sat thy phit mach va phan vé).
— Suy gan nang.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Thiéu mdu cuc bé co tim, nhéi mdu co tim va dau thiit ngue Prinzmetal
Chéng chi dinh sumatriptan & bénh nhan CAD bj thiéu mau cuc by hodc co thit mach
mau. Hiém gip cac phan Gng bt l¢i trén tim, gdm nhdi mau co tim cap tinh, xay ra trong
vong vai gid sau khi ding sumatriptan. Mot s6 phan tg xay ra & nhitng bénh nhan khéng
biét méc CAD. Sumatriptan c6 thé gdy co that dong mach vanh (dau thit nguc
Prinzmetal), ngay ca & nhirng bénh nhan khong c6 tién sit CAD.

Thyc hién danh gia tinh trang tim mach & nhirng bénh nhén chua tirng dung triptan nhung

c¢6 nhiéu yéu t6 nguy co tim mach (nhu tudi cao, dai thdo duong, ting huyét ap, hut thudc,
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béo phi, tién st gia dinh c¢6 bénh CAD) truée khi ding sumatriptan. Chéng chi dinh
sumatriptan néu cé triéu chimg ctia bénh CAD hoic co thit dong mach vanh. Ddi véi
nhitng bénh nhén cé nhiéu yéu tb nguy co tim mach dugce danh gia tiéu cuc vé tim mach,
can nhic sir dung lidu sumatriptan dau tién & noi dugc giam sit y té va thuc hién dién tdm
dd (ECG) ngay sau khi diing sumatriptan. Ddi v6i nhitng bénh nhan nay, can xem xét danh
gia tim mach dinh ky khi sir dung trong thoi gian dai nhung khong lién tuc.

Roi logn nhip tim '

D4 ghi nhan rdi loan nhip tim de doa tinh mang, bao gdm nhip nhanh thét va rung that dan
dén tir vong trong vai gir sau khi sir dung chét cht van 5-HT. Ngimng sumatriptan néu xay
ra nhitng réi loan ndy. Chéng chi dinh sumatriptan & nhitng bénh nhan mac hoi chirng
Wolff-Parkinson-White hoic rdi loan nhip tim lién quan dén rdi loan duong dan truyén
phu trong tim khac.

Daw/cing tirc/dp lyc 6 nguwe, hong, cé vi/hodc ham

Cam gi4c cing tirc, dau, ap lrc va ning né & viing trude tim, hong, c6 va ham thuong xay
ra sau khi ding sumatriptan va thuong khong c¢é ngudn gdc tir tim. Tuy nhién, thuc hién
danh gi4 tinh trang tim néu nhitng bénh nhan nay c6 nguy co méic bénh tim cao. Chéng chi
dinh sumatriptan & nhitng bénh nhan CAD va nhitng ngudi bi dau thit nguc Prinzmetal.
Bién c6 mach mdu nio

D4 xay ra xuit huyét nfo, xuat huyét dui mang nhén va dét quy ¢ nhitng bénh nhan diéu
trj bang chit chu van 5-HT; va mét s6 d tir vong. Trong mot s6 truong hop, duong nhu
cac bién cb mach mau ndo 12 nguyén phat, s dung chat chii van 5-HT) véi niém tin sai
ldm ring cac triéu chimg gip phai 12 hau qua cia chimng dau nira diu trong khi thuc té
khong phai nhur vay. Ngoai ra, bénh nhan bi dau nira ddu c6 thé ting nguy co méc mét sb
bién ¢b mach méu no (nhu dot quy, xult huyét, TIA). Ngirng sumatriptan néu xay ra tai
bién mach mau no.

Truéc khi diéu tri dau dau ¢ nhitng bénh nhan chua tirng dugc chin doan 13 dau nira diu
va nhitng ngudi dau nira dau c6 triéu chimg khong dién hinh, phai loai trir cac bénh than
kinh nghiém trong khac. Chéng chi dinh sumatriptan & nhitng bénh nhan c6 tién sir dot
quy hodc TTA.

Cdc phén irng co thit mach

Sumatriptan c6 thé géy ra cac phan img co thit mach khéng lién quan dén mach vanh, nhu
thiéu mau cuc b mach mau ngoai bién, thiu mau cuc b mach mau duong ti€u héa va
nhdi mau dudng tiéu héa (véi biu hién dau bung va tidu chay ra mau), nhdi méu lach va
hoi chirng Raynaud. O nhitng bénh nhén ¢6 cac triéu chirng hodc dau hiéu goi y phén g
co thit mach khong lién quan dén mach vanh sau khi st dung bét ky chit chi van 5-HT;
nao, phai loai trir phan g co thit mach mau trée khi ding thém sumatriptan.

D3 ghi nhan cac truong hop mu thoang qua hodc vinh vién va mét thi luc mot phan déng
ké khi str dung chét chii van 5-HT. Vi rbi loan thi gidc c6 thé 1a mdt phin cia con dau
nira dau nén chwa x4ac dinh rd rang mdi quan hé nhéan qua giita nhitng triéu chimg nay va
viéc sir dung chét chii van 5-HT:.

Lam dung th ubc dau diu
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Lam dung thudc dau nira dau cip tinh (nhu ergotamine, triptan, opioid hodic két hop cac
loai thude nay trong 10 ngay tré 1én mdi thang) c6 thé dan dén dau ddu trdm trong hon
(dau ddu do lam dyng thudc). Pau dau do lam dung thudc c6 thé bidu hién giéng nhu dau
nira dau hing ngay hodc ting ro rét tin sudt cac con dau nira déu.

Qua trinh cai thudc cho bénh nhén, bao gém ca viéc nging st dung cac loai thude di lam
dung va c6 thé can diéu trj cac triéu ching cai thude (thuong bao goém con dau dau trim
trong hon thoang qua).

Hpi chirng serotonin

Héi chiing serotonin c6 thé xay ra véi sumatriptan, dic biét khi ding dong thoi véi thude
e ché tai hfip thu serotonin c¢é chon loc (SSRI), thudc e ché tai hap thu serotonin
norepinephrine (SNRI), thudc chéng trim cam ba vong (TCA) va thude e ché MAO. Céc
tridu chirng ctia hoi chirng serotonin ¢ thé bao gdm thay di trang thai tinh thdn (nhu kich
dong, do gidc, hon mé), hé than kinh thuc vat mat n dinh (nhu nhip tim nhanh, huyét ép
khong 6n dinh, ting than nhiét), sy bat thuong trong hé thong than kinh-co (nhu ting phan
xa, mat phéi hop) va/hodc céc triéu chimg dudng tiéu héa (nhu budn nén, non, tiéu chay).
Céc triéu chirng thudng bit dau xay ra trong vong vai phit dén vai gi¢ sau khi nhén duge
mot liéu thude serotonergic mdi hodc liéu cao hon. Ngimng sumatriptan néu nghi ngé co
hdi chirng serotonin.

Tang huyét dp

Tang huyét ap dang ké, bao gdbm con ting huyét ap v6i suy giam cép tinh cia cac hé co
quan, da dugc bédo céo trong mot sb truong hop hiém gdp ¢ nhirng bénh nhin dugc diéu tri
bang chit cht van 5-HT1, k& ca nhitng bénh nhan khong c6 tién st ting huyét ap. Theo doi
huyét 4p & bénh nhan diéu tri bing sumatriptan. Chng chi dinh sumatriptan & bénh nhan
tang huyét ap khong kiém soat dugc.

Phan veng phan vé

Da xay ra phan Gng phan vé ¢ nhirng bénh nhan dung sumatriptan. Nhitng phan rng nay
c6 thé de doa tinh mang hodc gdy tir vong. N6i chung, ¢6 nhiéu kha ning xdy ra phan ing
phan vé & nhitg ngudi 6 tién st nhay cam vdi nhiéu tic nhan di ang. Chong chi dinh
sumatriptan & nhitng bénh nhan c6 tién sir phan ing qua man véi sumatriptan.

Co giat

Pi ¢ béo céo co gidt sau khi dung sumatriptan. Mot sd trudng hop xay ra & nhitng bénh
nhan c6 tién sir co giat hodc dang trong nhimng tinh trang c6 thé dan dén co giat. Ciing c6
nhitng bo céo & bénh nhan khong c6 yéu t6 nguy co rd rang. Nén than trong khi sir dung
sumatriptan & nhitng bénh nhan c6 tién st dong kinh hodc cac tinh trang lién quan dén
ngudng co gidt thap.

Déi twong dic biét:

Tré em

Chua xac dinh dugc tinh an toan va hiéu qua & tré em. Khong khuyérl cdo su dung
sumatriptan cho bénh nhan dudi 18 tudi.

Nguwoi cao tubi
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Céc thir nghiém 1dm sang vé sumatriptan khong c¢6 di sb Iuwgng bénh nhén tir 65 tudi trd
1én dé xéc dinh ho c6 dép (g khéc so véi bénh nhén tré hon hay khong.

Céc bao cdo vé kinh nghiém ldm sang khac khéng xac dinh dugce sy khéc biét trong dép
g gitta bénh nhan 1a ngudi cao tudi va dbi twong tré hon. Nhin chung, cin phai thén
trong khi chon lidu ding cho bénh nhén cao tudi, thuong bit ddu & mirc thép nhit trong
pham vi liéu diéu trj, phan 4nh tin suat giam chirc ning gan, than, tim va bénh nén hoic
thudc dung dong thoi.

Khuyén céo danh gia tim mach cho bénh nhén cao tudi co céc yéu tb nguy co tim mach
khac (d4i thao dudng, ting huyét ap, hat thudc, béo phi, tién sir gia dinh mic CAD) truée
khi diing sumatriptan.

Suy gan

Liéu duy nhat t5i da & nhitng bénh nhan suy gan nhe dén vira khong duge vuot qua 50 mg.
Chéng chi dinh sumatriptan & bénh nhan suy gan nang.

Td duoc

San pham chira it hon 1 mmol natri (23 mg) mdi vién, nghia 1a vé co ban “khéng chira
natri”,

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Trong thai ky:

Dir liéu tir co quan déng ky vé tiép xiic voi sumatriptan trong thai ky trong tuong lai va
c4c nghién ctru dich t& hoc vé phu nit mang thai khong phét hién thiy tin suit di tat bam
sinh gia ting hodc mdt dang di tit bim sinh ddng nhit & nhimg phu nir tiép xuc véi
sumatriptan so v&i dan s chung. Trong cac nghién ciru vé doc tinh phat trién & chudt va
tho, viéc cho dong vat mang thai uéng sumatriptan c6 lién quan dén hién tuong chét phoi,
di tat thai nhi va t&r vong & con non. Khi dung dudng tiém tinh mach cho thé mang thai,
sumatriptan gy chét phoi.

Trong nhém nguoi Hoa Ky néi chung, nguy co co ban wéc tinh vé cac di tit bim sinh
nghiém trong va sdy thai & nhitng truong hop mang thai dugc cong nhan vé miat 1am sang
1an luot 1a 2% dén 4% va 15% dén 20%. Ty 1 di tat bim sinh nghiém trong duoc béo céo
& nhirg phu nit b chimg dau nira ddu dugc bao cdo 1a tir 2,2% dén 2,9% va ty 1€ say thai
dugc béo cdo 1a 17%, twong tu nhu ty 1€ duge bao cdo & phu nit khong bi chimg dau nira
dau.

Cin nhic trén lam sang

Nguy co lién quan dén bénh cua me va/hodc phéi thai/thai nhi

Mot s6 nghién ciru cho thdy phu nit bi chimg dau nira dau c6 thé ting nguy co tién san giét
khi mang thai.

Thoi ky cho con bii:

Sumatriptan dugc bai tiét vao sita me sau khi tiém dudi da.

Khong c6 thong tin lién quan dén nf‘)ng dd sumatriptan trong sira cia phu nir dang cho con
bt sau khi ding sumatriptan. Khong c6 dit liéu vé tic dung ctia sumatriptan ddi véi tré bu
me hoic tic dung ctia sumatriptan d6i véi sy tao thanh sira.
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Nén xem xét cac loi ich vé sirc khoe va su tién trién khi cho con ba cung vdi nhu ciu lam
sang ctia ngudi me dbi voi sumatriptan va bat ky tic dung khéng mong mubn tiém 4n nao
d6i véi tré so sinh bu sira me do sumatriptan hodc do bénh nén cia ngudi me.

Cin nhdc trén lam sang

Co thé giam thiéu viée tiép xtic voi sumatriptan & tré so sinh bang cach tranh cho con bu
trong 12 gi¢ sau khi dung sumatriptan.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Sumatriptan c6 thé giy chong mit, suy nhugc hodc budn ngi. Néu xuat hién nhing triéu
chimng nay, khong nén l4i xe, van hanh may moc hodc lam bat cit viéc gi can su tinh tdo.
TUONG TAC, TUONG KY CUA THUOC

Thuéc cd chira ergot

Céc thube chira ergot da dugc bdo cdo la gy ra phan ung co thit mach méau kéo dai. Vi
nhitng tic dung nay c6 thé 1a tic dung khéng mong muén, nén chdng chi dinh sir dung cac
loai thubc c6 chira ergotamine hodc loai ergot (nhu dihydroergotamine hoiic methysergide)
va sumatriptan trong vong 24 gi¢ vdi nhau.

Chit irc ché monoamine oxidase-A

Thudc tc ché MAO-A lam ting ndng do toan than gip 7 lan. Do d6, chéng chi dinh st
dung sumatriptan & nhitng bénh nhan dang dung thudc irc ché MAO-A.

Cdc chit chii van 5-HT; khdc

Vi tac dung co thit mach cta thude c6 thé 1a tic dung khong mong mudn, nén chong chi
dinh st dung déng thoi sumatriptan va cac chat chi van 5-HT) khac (nhu triptan) trong
vong 24 gio véi nhau.

Thube ikc ché tdi hép thu serotonin cé chon loc/thuée e ché tii Iu’fp thu serotonin
norepinephrine va hpi chirng serotonin

Céc trudong hop mic hdi ching serotonin da duge bao cdo khi ding dong thoi triptan va
SSRI, SNRI, TCA va thudc trc ché MAO.

Twong ky,

Do khong c6 cic nghién ciru vé tinh twong ky ciia thude, khong tron 1dn thudc nay véi cac
thude khac.

TAC DUNG KHONG MONG MUON

Céc tac dung khong mong mudn sau diy di dugc trinh bay chi tiét hon trong cac phan
khac ctia to huéng dan sir dung:

— Thiéu mau cuc bd co tim, nhdi méau co tim va dau thit nguc Prinzmetal

— Réi loan nhip tim

— Pau/cing tic/ap luc & nguc, hong, ¢b va’hodc ham

— Bién ¢6 mach mau ndo

— Céc phan ting co thit mach khac

— Lam dyng thubc dau diu

— Hoi chiing serotonin

— Tang huyét ap

— Phan ttng phan vé
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— Co giét

Kinh nghiém tir nhitng thir nghiém lam sang:

Vi céc thir nghi€ém 1am sang dugc tién hanh trong cac diéu kién rat khac nhau nén ty 1& tac
dung khéng mong mudn quan sat dugc trong cac thir nghiém 1im sang ciia mét loai thude
khong thé so sanh truc tiép véi ty 1¢ trong cac thir nghiém 14m sang ctia mot loai thube
khéc va c6 thé khdng phan anh ty 1€ quan sat dwgc trong thuc té.

Béng 1 liét ké céc tac dung khong mong mubn x4y ra trong cac thir nghiém lam sang c6
d6i chimg véi gia duoc & nhitng bénh nhan ding it nhat 1 liéu thudc nghién ctru. Chi cac
tac dung khong mong mudn phat sinh trong qua trinh diéu tri xay ra véi tan sudt tir 2% trd
1én & bit ky nhém nao diéu trj bing vién nén bao phim sumatriptan va x4y ra vé6i tin sudt
cao hon nhém gia duge méi duge dua vao bang 1.

Bing I: Cdc tdc dung khong mong mudn duoc bdo cdo béi it nhdt 2% bénh nhdn diéu tri
bang vién nén bao phim sumatriptan va cé tan sudt cao hon nhém gia duoc.

Ty l¢ p!u‘in trdm bénh nhin bdo cdo
Vién nén Vién nén Vién nén
Tdc dung khéng mong mubon iy ’fim s Iflm oy Iflm Gid dwgc
Sumatriptan | Sumatriptan | Sumatriptan (n=309)
25 mg 50 mg 100 mg
(n=417) (n=771) (n=437)

Cam gi4c khong dién hinh 5 6 6 4
Di cam (tét ci céc loai) 3 5 3 2
Cam giac néng/lanh 3 2 3 2

Cam giac dau va ap lyc khac 6 6 8 4
Pau/cang tirc/ap luc va/hoa

au/cang tuc/ap luc va/hoac I 9 ) 1
n3ng nguc

A T

B;au/cang ‘u:c ap luc & Zi 5 3 &
c6/hong/ham
Xac dinh vi tri dau 2 1 1 1
C'am iglac apr luc/cang { i 3 5
tirc/ndng khac

Thén lzzmh ) &1 &1 ) &1
Chéng mat

Khac

2 2 <l
Kh6 chiw/mét moi .

Ty 1é cac tac dung khong mong mudn trong cac thir nghiém lam sang c¢6 d6i chimg khéong
bi anh hudng béi gidi tinh hodc tudi cia bénh nhan. Khong ¢ du dir liéu dé danh gia 4nh
hudng cua chiing tdc dén ty 18 tac dung khong mong mudn.

Kinh nghiém sau khi dwa thuéc ra thi truong:

Céc tac dung khoéng mong mudn sau day da dugc xac dinh trong qud trinh sir dung
sumatriptan dudi dang vién nén bao phim, thude xit miii va thude tiém sau khi dua thude
ra thi truong. Vi nhitng tdc dung khong mong mudn nay dugc béo cdo mot cach tw nguyén
tir mot quan thé khéng ro quy md nén khéng phai ltc nio ciing c6 thé wéce tinh tin suét cia
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ching mét cdch dang tin cdy hodc thiét 1dp mdi quan hé nhin qua véi viée dung thude.
Nhirng tac dung khong mong mudn nay dugc chon dé dua vao do mirc do nghiém trong,
tan suit dugc béo cdo hodc moi lién h¢ nhan qua vo1 sumatriptan hodc sy két hop cuia cac
yéu ) nay.

Tim mach: Ha huyét ap, danh tréng nguc.

Than kinh: Ri loan truong luc co, run.

Tay theo mirc dj nghiém trong ciia tic dung khéng mong muén trén lim sang ¢ tieng
bénh nhan, bdc si xem xét dwea ra quyét dinh ngieng thuéc va xdy ding phdc @6 diéu tri
phu hop.

Bénh nhin théng bdo ngay cho bdc si hodc dwoc si nhitng tic dung khéng mong muon
gap phai khi s dung th uoc.

Bido cdo cdc phdn irng cé hai ciia thudc vé Trung tim Thong tin thuoc va Theo déi
phdn iing cé hai ciia thuéc.

QUA LIEU VA CACH XU TRI

Trong cac thir nghiém 1am sang, bénh nhan (N = 670) duoc ubng liéu duy nhat tir 140 mg
dén 300 mg ma khéng c6 tac dung khong mong mudn déng ké. Nhitng ngudi tinh nguyén
(N = 174) duoc ubng liéu duy nhat tir 140 mg dén 400 mg ma khong c6 tac dung khong
mong mudn nghiém trong nio.

Qua lidu & dong vat da gdy tir vong va dugc bao trude boi co gidt, run, té liét, khong hoat
dong, sa mi mét, ban do & tir chi, ho hdp bat thuong, tim tai, mit diéu hoa, gian dong tir,
tiét nudc bot va chay nudc mit.

Thoi gian ban thai cua sumatriptan la khoang 2.5 gio va do d6, nén tiép tuc theo doi bénh
nhén sau khi dung qua liu sumatriptan trong it nhat 12 gid hoic trong khi cac triéu chimng
hay déu hiéu van con.

Chua biét chay thin nhén tao hodc thdm phan phtc mac c6 anh hudng gi dén nong do
sumatriptan trong huyét thanh khong.

DUQC LUC HQC

Nhém dwoe Iy: Thube chéng dau nira dau, thude chi véan chon loc serotonin (5-HT?).

Ma ATC: NO2CCOl.

Co ché tic dung:

Sumatriptan lién két ai luc cao vé6i thu thé 5-HTs/1p nhén ban ciia ngudi. Sumatriptan c6
thé phat huy tac dung trong diéu tri chimg dau nira dau thong qua tac dung cha vén & cac
thu thé 5-HTis1p trén cac mach mau ndi so va cac ddy than kinh cam gidc cia day than
kinh sinh ba, din dén co thit mach mau so va wre ché giai phong neuropeptide tién viém.
Tdac dung dwoc luc hoc:

Huyét dp

Tang huyét ap dang ke, ké ca con tang huyét ap, da dugc bao cdo & nhimg bénh nhan c6
va khong c6 tién sir ting huyét éap.

Dong mach (nhé) ngoai bién

O nhitng nguoi tinh nguyén khoe manh (N = 18), m6t thir nghiém danh gia tac dung cua
sumatriptan d6i véi phan tng dong mach (mach mau nho) ngoai vi da khong phat hién ra
su gia tang dang ké v& mat 1am sang ddi voi stre can ngoai vi.
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Nhip tim

Quan sét thdy ting huyét 4p thodng qua & mot s6 bénh nhan trong céc thir nghiém l4m
sang dugc thue hién trong qué trinh phat trién sumatriptan nhu mot phuong phap diéu tri
chimg dau nira dAu khong di kém véi bit ky thay dbi déng ké nao v& mit 1am sang dbi véi
nhip tim.

DUQC DONG HQC

Hiip thu

Nong db t6i da trung binh sau khi ung liéu 25 mg sumatriptan 1a 18 ng/mL (7 dén 47
ng/mL) va sau khi uéng 100 mg sumatriptan 1a 51 ng/mL (28 dén 100 ng/mL). Piéu nay
s0 sanh v6i Cmax 1 5 va 16 ng/mL sau khi ding tuong {mg liéu 5 va 20 mg dudng trong
mili. Cmax trung binh sau khi tiém duéi da 6 mg 1a 71 ng/mL (49 dén 110 ng/mL). Sinh kha
dung xAp xi 15%, chii yéu do chuyén héa trwde khi vao tudn hoan va mot phan do hép thu
khong hoan toan. Cmax trong tu trong con dau nira ddu va trong thoi gian khéng dau nira
dau, nhung Tmax mudn hon mét chut trong con dau nira dau, khoang 2,5 git so véi 2,0 gio.
Khi ding mot liéu duy nhét, sumatriptan thé hién ty 1& lidu v6i mire do hip thu (dién tich
dudi dudng cong (AUC)) trong khoang liéu tir 25 dén 200 mg, nhung Cmax sau khi diing
100 mg thap hon khoang 25% so v6i duy kién (dwa trén lidu 25 mg).

Anh hwéng ciia thire in

Mot thir nghiém vé anh huéng ciia thirc in lién quan dén str dung sumatriptan 100 mg cho
nhitng ngudi tinh nguyén khée manh khi doéi va khi ding ciing mdt bira &n giau chét béo,
cho thiy Cumax vd AUC d tang 18n 14n hrot 1a 15% va 12% khi st dung lac no.

Phin bé

Lién két v&i protein, duge xac dinh bing thdm tach trang thai can bing trong khoang ndng
do tir 10 dén 1 000 ng/mL la thép, khoang 14% dén 21%. Chua dénh gia tic dung cia
sumatriptan d6i v6i su gan két véi protein ciia cac thude khac. Thé tich phan bd biéu kién
14 2,7 L/kg.

Chuyén héa

Céc nghién ciru in vitro v6i microsom ngudi cho thiy sumatriptan duoc chuyén héa béi
MAO, chii yéu la isoenzym A. Hau hét liéu sumatriptan dugc danh ddu phong xa bai tiét
qua nudc tiéu 1a chat chuyén héa chinh indole acetic acid (IAA) hoac IAA glucuronide, ca
hai déu khong c6 hoat tinh.

Thdi trix

Thoi gian ban thai ctia sumatriptan khoang 2,5 git. Sumatriptan danh ddu phong xa 'C
dung dudng ubng chi yéu duge bai tiét qua than (khoang 60%) va khoang 40% dugc tim
thdy trong phan. Hau hét hop chit dwoc ddnh ddu phong xa bai tiét qua nudce tiéu 1a chét
chuyén héa chinh, IAA hoic glucuronide TAA khéng c6 hoat tinh. Chi 3% liéu ding dugc
tim thiy duéi dang sumatriptan khong dbi.

Cic dbi twong dic biét

Tubi

Dugc dong hoc cta sumatriptan & nguoi cao tudi (tuéi trung binh: 72 tudi, 2 nam va 4 ntr)
va & cac dbi twong mic ching dau nira dau (tudi trung binh: 38 tudi, 25 nam va 155 ni¥)
twong tu nhu & céc dbi trong nam khée manh (tudi trung binh: 30 tubi).
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Suy thdn

Chua nghién ctru anh hudng clia suy than dbi véi duge dong hoc clia sumatriptan.

Suy gan

Gan déng vai tro quan trong trong qua trinh thanh thai sumatriptan ding duong ubng trude
khi vao tudn hoan. Theo d¢, sinh kha dung cta sumatriptan sau khi uéng c6 thé tang ro rét
& bénh nhan méac bénh gan. Trong mot thir nghiém nho & bénh nhan suy gan vira (n = 8)
pht hop vé gidi tinh, tudi tac va can ning vdi cde ddi tugng khde manh (n = 8), bénh nhan
suy gan c¢0 AUC, Cmnax va Tmax tdng khoang 70% sém hon 40 phut so véi ngudi khoe
manh.

Chwa nghién ciru duge dong hoc ciia sumatriptan & bénh nhan suy gan ning. Chong chi
dinh sir dung sumatriptan trong nhém doi tugng nay.

Bénh nhdn nam va nit

Trong mot thur nghiém so sanh gifta nam va nir, khong quan sét thdy su khdc biét vé duoc
dong hoc giita céc gioi tinh dbi véi AUC, Cmax, Tmax va thoi gian ban thai.

Chung toc

Do thanh thai toan thin va Cmax clia sumatriptan tiém dudi da la tuong tu & cac ddi tuong
nam khoe manh da den (n= 34) va da trang (n = 38). Chua danh gia su khac biét gita cac
ching toc khi dung sumatriptan duong udng.

Cdc nghién civu twong tic thuoc

Chdt tke ché monoamine oxidase-A

Piéu tri bang thude tre ché MAO-A thuong dan dén ting nong do sumatriptan trong huyét
tuong.

Do céc tac dung chuyén hoa lan ddu & rudt va gan, su gia ting nong do toan than sau khi
ding dong thoi thube tre ché MAO-A vé6i sumatriptan dudng udng 16n hon sau khi ding
ddng thoi thube irc ché MAO véi sumatriptan tiém dudi da.

Trong mdt thir nghi¢m trén 14 phu nir khée manh, diéu trj trwde voi chit e ché MAO-A
lam giam d6 thanh thai cia sumatriptan tiém dudi da, dan dén tiang gap 2 lan dién tich
dudi duong cong ndng do sumatriptan trong huyét twong theo thoi gian (AUC), tuong tng
voi tang 40% thoi gian ban thai.

Mot thir nghiém nho danh gia hiéu qua cta viée diéu trj trude bing chét tc ché MAO-A
ddi véi sinh kha dung ciia 25 mg sumatriptan duong uéng dan dén nong do toan than ting
khoang 7 lan.

Rurou

Ubng rugu 30 phut trude khi ubng sumatriptan khong anh huéng dén duge dong hoc ciia
sumatriptan.

QUY CACH DONG GOI

Hop 3 vix 10 vién.

BAO QUAN

Béo quan trong bao bi kin, noi kho rdo, nhiét do duai 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuét.
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HAN DUNG

36 thang ké tir ngy san xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. date): xin xem trén
nhdan bao bi.

Co s6 san xudt:

Céng ty TNHH Sinh Dwge phim Hera

L6 A17, Khu céng nghiép Tit Hg, phwong Tw Ha, thi xd Hwong Tra, tinh Thira Thién Hué,
Viét Nam.
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